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BRIEF OF PRODUCT LIABILITY ADVISORY COUNCIL, INC. 
AS AMICUS CURIAE IN SUPPORT OF PETITION FOR REVIEW 

STATEMENT OF INTEREST 

The Product Liability Advisory Council, Inc. (“PLAC”) is a nonprofit association 

with 99 corporate members from a broad cross-section of American and international 

product manufacturers.  PLAC’s corporate members are listed at Tab “A”.  In addition, 

several hundred leading product liability defense attorneys are sustaining (non-voting) 

members of PLAC. 

PLAC seeks to contribute to improvement and reform of law affecting product lia-

bility in the United States and elsewhere.  PLAC’s point of view reflects the experience 

of corporate members in diverse manufacturing industries.  Since 1983, PLAC has filed 

over 850 briefs as amicus curiae in state and federal courts, including this Court, pre-

senting the broad perspective of product manufacturers seeking fairness and balance in 

the application and development of product liability law. 

PLAC’s members, and other product manufacturers throughout the nation, have a 

strong interest in ensuring that warning-related legal duties are congruent with real-life 

practice.  Products that are legally available to the public only after being prescribed by 

licensed medical doctors should contain warnings directed to – and through – the physi-

cian.  Prescribing physicians, conversely, should retain professional discretion to decide 

in each case what risks are sufficiently serious in the context of a particular patient’s 

medical treatment to justify end-user warnings. 

The lower court’s “direct-to-consumer” (“DTC”) exception is inimical to current 

law, embodied in the learned intermediary rule, and to policies that courts in Texas and 
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across the country seek to protect by adopting this rule.  Regardless of DTC advertising, 

only physicians can prescribe prescription medical products.  Were DTC advertising ac-

tually to impact a prescription decision, the law’s existing causation element already ac-

counts for that effect.  A broad DTC exception would be a blunt instrument affecting le-

gal outcomes only where, as here, the prescription decision was not, in fact, affected by 

DTC advertising. 

This amicus curiae brief is respectfully submitted to the Court to address the pub-

lic importance of this issue apart from and beyond the immediate interests of the parties 

to this case. 

INTRODUCTION AND SUMMARY OF ARGUMENT 

The legal doctrine at issue in this case, the learned intermediary rule (the “Rule”), 

has been favorably viewed by 48 of the 49 states in which courts have addressed it – in-

cluding the highest courts of 33 states.  The Third Restatement of Torts, which the Court 

frequently follows, likewise incorporates the Rule.  The Rule posits that, where a product 

is only available after its use is approved by a well-trained third person (typically a medi-

cal doctor) the manufacturer’s duty to warn is satisfied by adequate warnings directed 

solely to this “learned intermediary.” 

This Court has considered the learned intermediary rule twice in cases not invol-

ving prescription medical products, and it viewed the Rule favorably both times.  See 

Humble Sand & Gravel, Inc. v. Gomez, 146 S.W.3d 170, 190-91 (Tex. 2004) (invoking 

Rule in sophisticated employer situation); Alm v. Aluminum Co. of America, 717 S.W.2d 

588, 591-92 (Tex. 1986) (citing Rule as example of delegated warning duty).  The Court 
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has not, however, had the opportunity to adopt the Rule on the facts for which it was 

designed – where physicians prescribe prescription-only medical products for their pa-

tients.  The first step in this Court’s analysis therefore should be the formal adoption of 

Rule on these facts.  This result would be congruent with multiple decisions by the courts 

of appeals, as well as federal courts predicting Texas law. 

The learned intermediary rule serves numerous beneficial purposes.  It ensures that 

tort duties correspond to the restricted distribution system for prescription medical prod-

ucts mandated under federal law.  The Rule directs warnings to physicians because pa-

tients cannot (legally) obtain such products any other way.  It also serves important prac-

tical functions.  It places detailed information about prescription medical products in the 

hands of trained medical professionals who owe their patients informed consent obli-

gations.  The Rule ensures patient reliance upon physicians, and prevents third parties – 

manufacturers, pharmacists, or others – from being forced by tort duties into second-

guessing medical judgments.  The Rule thus protects and fosters the physician-patient re-

lationship.  It also recognizes that requiring manufacturers to provide direct-to-patient 

warnings is often impractical or impossible, given exigencies that frequently arise in 

medical treatment. 

The court below reached beyond the facts of this case to create a novel exception 

to the learned intermediary rule.  Its decision demands direct warnings to all patients pre-

scribed any drug, should its manufacturer advertise directly to consumers.  That ruling 

was error for two reasons.  First, there was no direct-to-consumer (“DTC”) advertising in 

this case.  The defendant never provided the videotape at issue directly to this, or any, 
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plaintiff patient.  Rather, the manufacturer provided such tapes to one of the plaintiff’s 

treating physicians.  That physician made the decision to give the tape to the plaintiff. 

Second, and more fundamentally, an exception to the learned intermediary rule for 

DTC advertising is both a bad idea and totally unnecessary.  A DTC exception is a bad 

idea because it would apply even where the use of a drug was not affected by DTC 

advertising – where such advertising did not change prescription decisions, and even 

where the patient was never exposed to DTC advertising during the relevant time.  The 

exception is in effect a conclusive presumption of causation that ignores the role of medi-

cal professionals in determining medical treatments.  Nor is a DTC exception necessary.  

The existing Rule, through its current causation requirement, already adapts to situations 

where a defect in DTC advertising might actually affect the prescription or use of a pre-

scription medical product. 

STATEMENT OF FACTS 

Plaintiff Patricia Hamilton visited her gastroenterologist in December, 2001 seek-

ing treatment of a “flare up” of her chronic Crohn‘s Disease – a condition that had al-

ready forced removal of several parts of her intestines.  She was not exposed to any DTC 

advertising at or before that time.  During an individualized office visit, her gastroenterol-

ogist prescribed Remicade, a prescription medication manufactured by defendant Cento-

cor.  No evidence suggests that DTC advertising factored in that prescription decision. 

Remicade must be administered by infusion at a specially-equipped clinic.  Pre-

scription in hand, Plaintiff Hamilton visited an infusion clinic, where a second doctor 

oversaw the actual infusions.  There, the clinic staff provided Plaintiff with a videotape, 
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prepared by Centocor, containing information about Remicade and a number of patient 

testimonials.  Remicade worked.  In a few months, Remicade infusions brought about re-

mission of Plaintiff’s Crohn’s disease. 

Plaintiff Hamilton also suffered from arthritis.  A third physician, a rheumatolo-

gist, prescribed additional Remicade infusions to treat her arthritic condition from April, 

2002 until September, 2003.  Again, the record lacks evidence that DTC advertising in 

any way influenced those prescriptions.  During this second Remicade course, Plaintiff 

developed the lupus-like syndrome over which she brought suit. 

Throughout Plaintiff Hamilton‘s treatment, the Remicade package insert warned 

about lupus-like syndrome.  Both prescribing physicians knew of this risk.  Under the 

learned intermediary rule, Centocor’s warnings to the prescribers were adequate and their 

prior knowledge defeated causation. 

Plaintiff Hamilton, however, contended that Centocor had a duty to warn her di-

rectly.  She invoked a novel exception to the learned intermediary rule – previously 

recognized only in New Jersey – claiming that the videotape she received from the infu-

sion clinic staff constituted “DTC advertising.”  Both the trial court and the Thirteenth 

Court of Appeals allowed recovery under this theory, and the jury awarded almost $5 

million.  Defendant Centocor has appealed, taking the position that the Rule applies to 

this case with no exceptions, and thus it had no duty to warn Plaintiff directly. 

ARGUMENT 

Before this Court can determine whether the lower court improperly created an ex-

ception to the learned intermediary rule, it must first decide whether to adopt the Rule 
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itself in product liability cases involving prescription medical products.  Amicus curiae 

PLAC respectfully submits that that Texas should join the national consensus applying 

the Rule where a physician has prescribed a particular medical product for the therapeutic 

benefit of a patient, within the ambit of an individualized physician-patient relationship. 

I. Texas Should Adopt The Consensus Position Applying The Learned Inter-
mediary Rule In Prescription Medical Product Liability Cases. 

A. Existing Texas Precedent Correctly Recognizes The Jurisprudential 
Merit Of The Learned Intermediary Rule. 

As this Court recognized in Alm v. Aluminum Co. of America, 717 S.W.2d 588, 

591-92 (Tex. 1986), and again in Humble Sand & Gravel, Inc. v. Gomez, 146 S.W.3d 

170, 190-91 (Tex. 2004), the learned intermediary rule (“the Rule”) has been part of 

Texas jurisprudence for many years.1  The Court in Humble Sand considered when a 

manufacturer defendant could rely on warnings given to a sophisticated middleman – a 

business customer who employed the plaintiff – and analogized to the Rule.  In pre-

scription medical product cases, the Court observed, “it is better for the patient for the 

warning to come from his or her physician.”  Humble Sand, 146 S.W.3d at 191. 

[O]nly health-care professionals are in a position to understand the signifi-
cance of the risks involved and to assess the relative advantages and disad-
vantages of a given form of prescription-based therapy.  The duty then de-
volves on the health-care provider to supply to the patient such information 
as is deemed appropriate under the circumstances so that the patient can 
make an informed choice as to therapy. 

                                              
1 The Court applied the learned intermediary rule sub silentio in Bristol-Myers Co. v. Gonzales, 

561 S.W.2d 801, 803-04 (Tex. 1978) (discussing warnings to, and reliance by, the prescribing physician), 
and Crocker v. Winthrop Laboratories, 514 S.W.2d 429, 433 (Tex. 1974) (discussing “treating physician” 
reliance).  While both decisions analyzed warning issues solely from the prescribing physician’s perspec-
tive, neither case explicitly invoked the Rule. 
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Id. at 191 n.52 (quoting Restatement (Third) of Torts, Products Liability §6, comment b 

(1998)). 

Alm involved a dangerously fitted bottle cap, and whether a bottler using 

the defendant’s capping machine could properly be considered an intermediary to the 

general public.  The Court referenced the learned intermediary rule as an example of 

when there is “reasonable assurance that [a manufacturer’s] warning will reach those en-

dangered by the use of its product.”  717 S.W.2d at 591. 

The doctor stands as a learned intermediary between the manufacturer and 
the ultimate consumer.  Generally, only the doctor could understand the 
propensities and dangers involved in the use of a given drug.  In this situa-
tion, it is reasonable for the manufacturer to rely on the intermediary to pass 
on its warnings. 

Id. at 591-92 (citation omitted). 

The learned intermediary rule made its first Texas appearance in a prescription 

medical product case in Gravis v. Parke-Davis & Co., 502 S.W.2d 863 (Tex. Civ. App.—

Corpus Christi 1973, writ ref’d n.r.e.), where as to a prescription drug, the court con-

cluded “it was unreasonable to suppose that a drug manufacturer must go beyond the 

physician and give actual warnings to the patient.”  Id. at 870.  Adequate warnings allow 

prescribing physicians to evaluate what drugs to prescribe and to inform patients of rele-

vant risks.  Id.  As this Court later observed in Humble Sand and Alm, Gravis found that 

the sort of technical information contained in FDA-approved labeling would not be readi-

ly understood by ordinary patients:  

Generally speaking, only a physician would understand the propensities and 
dangers involved.  The doctor is a learned intermediary between the manu-
facturer and the ultimate consumer.  If the doctor has been properly warned 
of the possible side effects, then we believe it is his duty to convey this 
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warning on to the patient compatible with such a reasonable disclosure as 
the law imposes. 

502 S.W.2d at 870 (citations omitted).2 

The Fifth Circuit soon concurred, applying Texas law, when it first addressed the 

learned intermediary rule in Reyes v. Wyeth Laboratories, 498 F.2d 1264, 1276 (5th Cir.), 

cert. denied, 419 U.S. 1096 (1974).  Reyes viewed a trained professional’s exercise of in-

dividualized medical judgment on behalf of patients as the principal basis for the Rule: 

[W]here prescription drugs are concerned, the manufacturer’s duty to warn 
is limited to an obligation to advise the prescribing physician of any po-
tential dangers that may result from the drug’s use. . . .  Prescription drugs 
are likely to be complex medicines, esoteric in formula and varied in effect.  
As a medical expert, the prescribing physician can take into account the 
propensities of the drug, as well as the susceptibilities of his patient.  His is 
the task of weighing the benefits of any medication against its potential 
dangers.  The choice he makes is an informed one, an individualized medi-
cal judgment bottomed on a knowledge of both patient and palliative. 

Id. at 1276.  Accord Bean v. Baxter Healthcare Corp., 965 S.W.2d 656, 662 (Tex. App. 

—Houston [14 Dist.] 1998, no pet.) (adopting Reyes rationale for Rule).3 

Importantly, every prescribing physician, once having selected the drug he 

or she believes is best suited for an individual patient, is under an independent legal obli-

 
2 The superior ability of physicians to interpret technical medical information is cited repeatedly 

by courts in other jurisdictions that have adopted the learned intermediary rule.  E.g., Martin v. Hacker, 
628 N.E.2d 1308, 1311 (N.Y. 1993); Oksenholt v. Lederle Laboratories, 656 P.2d 293, 297 (Or. 1982); 
Dyer v. Best Pharmacal, 577 P.2d 1084, 1088 (Ariz. App. 1978), review denied (Ariz. May 2, 1978); In 
re Norplant Contraceptive Products Liability Litigation, 215 F. Supp.2d 795, 815 (E.D. Tex. 2002) 
(“Norplant III”) (applying law of all 50 states).  The FDA agrees that having technical information direc-
ted to physicians is extremely beneficial.  71 Fed. Reg. 3922, 3961, 3968 (FDA Jan. 24, 2006); 44 Fed. 
Reg. 37434, 37438-39 (FDA June 26, 1979). 

3 Numerous jurisdictions have followed the Reyes reasoning in adopting the learned intermediary 
rule.  E.g., Gourdine v. Crews, 955 A.2d 769, 761-62 (Md. 2008) (concurring opinion); Springhill Hospi-
tals, Inc. v. Larrimore, 5 So.3d 513, 518 (Ala. 2008); Larkin v. Pfizer, Inc., 153 S.W.3d 758, 763 (Ky. 
2004); Pittman v. Upjohn Co., 890 S.W.2d 425, 431 (Tenn. 1994); Kirk v. Michael Reese Hospital & 
Medical Center, 513 N.E.2d 387, 392 (Ill. 1987), cert. denied, 485 U.S. 905 (1988); Talley v. Danek 
Medical, Inc., 179 F.3d 154, 162-63 (4th Cir. 1999) (applying Virginia law). 
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gation of informed consent to “adequately disclose the risks and hazards involved in . . . 

medical care” to that patient.  TEX. CIV. PRAC. & REM. CODE §74.101; see Binur v. Ja-

cobo, 135 S.W.3d 646, 653-54 (Tex. 2004) (discussing operation of statutory standard).4 

A third basis for the learned intermediary rule is that imposition of tort duties for-

cing manufacturers to intervene with direct-to-patient warnings would inevitably disrupt 

the physician-patient relationship.  “[I]mposition of a generalized duty to warn would un-

necessarily interfere with the relationship between physician and patient.”  Morgan v. 

Wal-Mart Stores, Inc., 30 S.W.3d 455, 467 (Tex. App.—Austin 2000, pet. denied).  

“[T]he physician is integrally involved in deciding what type of [product] to use on the 

patient, and the physician is in a better position than the patient to understand the dangers 

and propensities of” prescription medical products.  Guzman v. Synthes (USA), 20 

S.W.3d 717, 720 n.2 (Tex. App.—San Antonio 1999, pet. denied).  “Drug manufacturers 

must adequately warn physicians of the potential side-effects of their prescription drugs; 

thereafter, the physician, with his special knowledge of the patient’s needs, assumes the 

burden of presiding over the patient’s best interests.”  Hurley v. Lederle Laboratories 

Div., 863 F.2d 1173, 1179 (5th Cir. 1988) (applying Texas law) (citation and quotation 

marks omitted).  Many courts have adopted the Rule in order to prevent overly expansive 

direct warning obligations from harming the physician-patient relationship.5 

 
4 The lower court incorrectly quotes non-Texas cases for the proposition that “[i]nformed consent 

now requires a patient-based decision.”  Centocor, Inc. v. Hamilton, 310 S.W.3d 476, 507 (Tex. App.—
Corpus Christi 2010, pet. filed).  In Texas, however, informed consent obligations are established in the 
first instance by the professionals (six doctors and three lawyers) sitting on the Texas Medical Disclosure 
Panel – not by common-law courts.  See TEX. CIV. PRAC. & REM. CODE §§74.102-04. 

5 E.g., Larkin, 153 S.W.3d at 873; Vitanza v. Upjohn Co., 778 A.2d 829, 846 (Conn. 2001); Coyle 
v. Richardson-Merrell, Inc., 584 A.2d 1383, 1386 (Pa. 1991); West v. Searle & Co., 806 S.W.2d 608, 613 
(Ark. 1991); McKee v. American Home Products Corp., 782 P.2d 1045, 1051 (Wash. 1989); McKee v. 
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A fourth reason for the learned intermediary rule is that it harmonizes the common 

law with the country’s restricted distribution system for prescription medical products.  

Under federal law, the FDA determines what drugs and medical devices require physi-

cian prescriptions due to “toxicity or other potentiality for harmful effect.”  21 U.S.C. 

§353(a) (drugs); see 21 U.S.C. §360j(e)(1) (medical devices).  Thus, “[t]he entire system 

of drug distribution in America is set up so as to place the responsibility of distribution 

and use upon professional people.”  Gravis, 502 S.W.2d at 870.  “It is the physician’s 

province to prescribe drugs; if certain drugs were safe for general use, no prescription 

would be needed.”  Rolen v. Burroughs Wellcome Co., 856 S.W.2d 607, 610 (Tex. 

App.—Waco 1993, writ denied).  “[A] patient does not have access to the medication ab-

sent a prescription from a physician, therefore a manufacturer need only warn the physic-

cian.”  Ebel v. Eli Lilly & Co., 536 F. Supp.2d 767, 772 (S.D. Tex. 2008), aff’d, 321 Fed. 

Appx. 350 (5th Cir. 2009).6 

Finally, the learned intermediary rule “arises when a product manufacturer has lit-

tle or no contact with the ultimate user.  The third-party intermediary decides whether to 

purchase and prescribe the medicine.”  Bean, 965 S.W.2d at 662.  Therefore: 

 
Moore, 648 P.2d 21, 24-25 (Okla. 1982); Seley v. G.D. Searle & Co., 423 N.E.2d 831, 840 (Ohio 1981); 
Swayze v. McNeil Laboratories, Inc., 807 F.2d 464, 471 (5th Cir. 1987) (applying Mississippi law); 
Brooks v. Medtronic, Inc., 750 F.2d 1227, 1232 (4th Cir. 1984) (applying South Carolina law).  Cf. Ken-
nedy v. Medtronic, Inc., 851 N.E.2d 778, 786 (Ill. App.) (rejecting direct duty to intervene that would 
have interfered with surgery), appeal denied, 857 N.E.2d 672 (Ill. 2006). 

6 The learned intermediary rule’s consistency with overarching federal regulation of prescription 
medical products has been repeatedly recognized in decisions following the Rule.  E.g., Vitanza, 778 A.2d 
at 846; Pittman, 890 S.W.2d at 429; Ellis v. C.R. Bard, Inc., 311 F.3d 1272, 1287 (11th Cir. 2002) (apply-
ing Georgia law); Fane v. Zimmer, Inc., 927 F.2d 124, 129 (2d Cir. 1991) (applying New York law); 
Phelps v. Sherwood Medical Industries, 836 F.2d 296, 298-99 (7th Cir. 1987) (applying Indiana law). 
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In prescription drug cases, the courts have found that it is reasonable for the 
manufacturer to rely on the health care provider to pass on its warnings.  
This is reasonable because the learned intermediary understands the pro-
pensities and dangers involved in the use of a given drug, and as the pre-
scriber, he stands between this drug and the ultimate consumer. 

Wyeth-Ayerst Laboratories Co. v. Medrano, 28 S.W.3d 87, 91 (Tex. App.—Texarkana 

2000, pet. denied); accord Morgan, 30 S.W.3d at 461-62 (under Rule, the manufacturer 

warns the prescriber who thereafter “assumes the duty to warn the patient”).7 

Further, this Court has frequently determined that the Restatement (Third) of 

Torts:  Products Liability accords with Texas law.8  The Third Restatement recognizes 

the learned intermediary rule when three factual predicates are met:  (1) the claim con-

cerns “instructions or warnings”; (2) the product is available only by the “prescription” of 

a licensed physician, and (3) a physician must actually be “in a position” to form a phy-

sician-patient relationship. 

 A prescription drug or medical device is not reasonably safe due to 
inadequate instructions or warnings if reasonable instructions or warnings 
regarding foreseeable risks of harm are not provided to: 

(1) prescribing and other health-care providers who are in a position 
to reduce the risks of harm in accordance with the instructions or 
warnings, or 

 
7 Practical difficulties in the timely communication of risk information directly to patients are an-

other frequently cited justification for the learned intermediary rule.  E.g., Larkin, 153 S.W.3d at 764; 
Craft v. Peebles, 893 P.2d 138, 155 (Haw. 1995); West, 806 S.W.2d at 613; Terhune v. A.H. Robins Co., 
577 P.2d 975, 978 (Wash. 1978); Ehlis v. Shire Richwood, Inc., 367 F.3d 1013, 1017 (8th Cir. 2004) (ap-
plying North Dakota law); Talley, 179 F.3d at 163; Madsen v. American Home Products Corp., 477 F. 
Supp.2d 1025, 1033 (E.D. Mo. 2007) (applying Iowa law); Norplant III, 215 F. Supp.2d at 815; Reaves v. 
Ortho Pharmaceutical Corp., 765 F. Supp. 1287, 1290 (E.D. Mich. 1991). 

8 E.g., Timpte Industries, Inc. v. Gish, 286 S.W.3d 306, 313-14 (Tex. 2009); Cooper Tire & Rub-
ber Co. v. Mendez, 204 S.W.3d 797, 807-08 (Tex. 2006); Humble Sand, 146 S.W.3d at 189; Bostrom 
Seating, Inc. v. Crane Carrier Co., 140 S.W.3d 681, 683 (Tex. 2004); Hernandez v. Tokai Corp., 2 
S.W.3d 251, 256-61 (Tex. 1999); General Motors Corp. v. Sanchez, 997 S.W.2d 584, 592-94 (Tex. 
1999); Hyundai Motor Co. v. Rodriguez, 995 S.W.2d 661, 666-67 (Tex. 1999); Uniroyal Goodrich Tire 
Co. v. Martinez, 977 S.W.2d 328, 336-37 (Tex. 1998), cert. denied, 526 U.S. 1040 (1999). 
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(2) the patient when the manufacturer knows or has reason to know 
that health-care providers will not be in a position to reduce the risks 
of harm in accordance with the instructions or warnings. 

Restatement (Third) of Torts:  Products Liability §6(d) (1998).9 

Under the Third Restatement, the Rule’s factual prerequisites are all present in this 

case.  Plaintiff Hamilton claims that she received inaccurate information about Remicade 

that was specifically prescribed for her by two physicians who examined and assessed her 

individually.  “[T]here is no question whatsoever but that a patient-physician relationship 

existed before and at the time the [prescription] was given.”  Hurley, 863 F.2d at 1178.10 

For all of the above reasons – (1) lay people’s difficulty in understanding technical 

medical information; (2) individualized medical assessment by trained professionals; (3) 

protection of the physician-patient relationship; (4) conformity with federal law; and (5) 

practical difficulty in providing warnings directly to patients11 – the learned intermediary 

 
9 The Second Restatement did not mention the learned intermediary rule in its single section on 

product liability, but it did recognize general informed intermediary principles in Restatement (Second) of 
Torts §388, comment n (1965).  See Bean, 965 S.W.2d at 662 (discussing relationship between §388 and 
the Rule in prescription medical product cases). 

10 Numerous courts similarly hold that the existence of an individualized physician-patient rela-
tionship, not the conduct of a particular physician, is the key to when the Rule applies.  E.g., Vitanza, 778 
A.2d at 836-37; Martin, 628 N.E.2d at 1311; Coyle, 584 A.2d at 1385; Ellis, 311 F.3d at 1282; O’Connell 
v. Biomet, Inc., ___ P.3d ___, 2010 WL 963234, at *3-4 (Colo. App. March 18, 2010), cert. denied, 2010 
WL 4851480 (Colo. Nov. 30, 2010); Kennedy, 851 N.E.2d at 786; Harwell v. American Medical Systems, 
Inc., 803 F. Supp. 1287, 1299 (M.D. Tenn. 1992). 

11 See Lars Noah, “Advertising Prescription Drugs To Consumers:  Assessing the Regulatory and 
Liability Issues,” 32 Ga. L. Rev. 141, 157-59 (Fall 1997): 

The learned intermediary doctrine reflects several related, subsidiary rationales.  First, 
courts do not wish to intrude upon the doctor-patient relationship. . . .  [W]arnings that 
contradict information supplied by the physician will undermine the patient’s trust in the 
physician’s judgment.  Second, physicians may be in a superior position to convey mean-
ingful information to their patients, as they must do to satisfy their duty to secure in-
formed consent.  Third, drug manufacturers lack effective means to communicate directly 
with patients, making it necessary to rely on physicians to convey the relevant informa-
tion. . . .  Finally, because of the complexity of risk information about prescription drugs, 
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rule has been consistently applied in prescription drug, medical device, and vaccine cases 

by courts following Texas law.  The Rule “applies when a patient receives a drug or vac-

cination through a doctor who weighs the risks and benefits, and makes the decision to 

administer it.”  Hurley, 863 F.2d at 1178.  It “recognizes “that by virtue of his medical 

expertise, a physician has knowledge not only of the dangerous propensities of drugs, but 

also of the particular susceptibilities of his patients.”  Osburn v. Anchor Laboratories, 

Inc., 825 F.2d 908, 913 (5th Cir.1987) (applying Texas law) cert. denied, 485 U.S. 1009 

(1988).  Any one of these rationales would be sufficient justification for the Rule.  

Together they present an overwhelming argument.  Thus, this Court should explicitly 

adopt the Rule as Texas law. 

B. Every Other Major State Follows The Learned Intermediary Rule In 
Prescription Medical Product Liability Cases. 

The learned intermediary rule is now “almost universal.”  Ellis v. C.R. Bard, Inc., 

311 F.3d 1272, 1280 (11th Cir. 2002) (applying Georgia law).  “There is a strong trend in 

prescription drug failure-to-warn cases to reiterate and apply this well established doc-

trine.”  In re Zyprexa Products Liability Litigation, 649 F. Supp.2d 18, 32 (E.D.N.Y. 

2009) (applying Arizona law), aff’d mem., ___ Fed. Appx. ___, 2010 WL 3852993 (2d 

Cir. Oct. 4, 2010).  “[J]urisdictions throughout the country have applied the learned inter-

mediary doctrine.”  Beale v. Biomet, Inc., 492 F. Supp.2d 1360, 1367 (S.D. Fla. 2007).  

Truly, “the learned intermediary rule is widely accepted.”  Doe v. Solvay Pharmaceuti-

                                                                                                                                                  
comprehension problems would complicate any effort by manufacturers to translate phy-
sician labeling for lay patients. 

(footnotes omitted). 
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cals, Inc., 350 F. Supp.2d 257, 271 (D. Me. 2004) (citation and quotation marks omitted), 

aff’d, 153 Fed. Appx. 1 (1st Cir. 2005). 

Because the Rule makes so much sense in so many ways, the highest courts of 33 

states (and the District of Columbia) have adopted it in prescription medical product 

cases. 

• Alabama:  Springhill Hospitals, Inc. v. Larrimore, 5 So.3d 513, 517-518 (Ala. 
2008); Walls v. Alpharma USPD, Inc., 887 So.2d 881, 883 (Ala. 2004); Stone v. 
Smith, Kline & French Laboratories, 447 So.2d 1301, 1305 (Ala. 1984). 

• Alaska:  Shanks v. Upjohn Co., 835 P.2d 1189, 1200 & n.17 (Alaska 1992). 
• Arkansas:  West v. Searle & Co., 806 S.W.2d 608, 613 (Ark. 1991). 
• California:  Carlin v. Superior Court, 920 P.2d 1347, 1354 (Cal. 1996); Brown v. 

Superior Court, 751 P.2d 470, 477 n.9 (Cal. 1988); Stevens v. Parke, Davis & Co., 
507 P.2d 653, 660 (Cal. 1973). 

• Connecticut:  Hurley v. The Heart Physicians, P.C., 898 A.2d 777, 783-84 (Conn. 
2006); Vitanza v. Upjohn Co., 778 A.2d 829, 836-38 (Conn. 2001). 

• Delaware:  Lacy v. G.D. Searle & Co., 567 A.2d 398, 400-01 (Del. 1989). 
• District of Columbia:  Mampe v. Ayerst Laboratories, 548 A.2d 798, 801 & n.6 

(D.C. 1988). 
• Florida:  E.R. Squibb & Sons, Inc. v. Farnes, 697 So.2d 825, 827 (Fla. 1997); 

Upjohn Co. v. MacMurdo, 562 So.2d 680, 683 (Fla. 1990); Felix v. Hoffmann-
LaRoche, Inc., 540 So.2d 102, 104 (Fla. 1989). 

• Georgia:  McCombs v. Synthes (U.S.A.), 587 S.E.2d 594, 595 (Ga. 2003). 
• Hawaii:  Craft v. Peebles, 893 P.2d 138, 155 (Haw. 1995). 
• Illinois:  Hansen v. Baxter Healthcare Corp., 764 N.E.2d 35, 42 (Ill. 2002); Mar-

tin v. Ortho Pharmaceutical Corp., 661 N.E.2d 352, 354 (Ill. 1996); Kirk v. Mi-
chael Reese Hospital & Medical Center, 513 N.E.2d 387, 393 (Ill. 1987), cert. 
denied, 485 U.S. 905 (1988). 

• Kansas:  Savina v. Sterling Drug, Inc., 795 P.2d 915, 928 (Kan. 1990); Humes v. 
Clinton, 792 P.2d 1032, 1039-40 (Kan. 1990); Johnson v. American Cyanamid 
Co., 718 P.2d 1318, 1324 (Kan. 1986). 

• Kentucky:  Hyman & Armstrong, P.S.C. v. Gunderson, 279 S.W.3d 93, 109-10, 
112 (Ky. 2008), cert. dismissed, 130 S. Ct. 30 (2009); Larkin v. Pfizer, Inc., 153 
S.W.3d 758, 761 (Ky. 2004). 

• Maryland:  Rite Aid Corp. v. Levy-Gray, 894 A.2d 563, 577 (Md. 2006); Nolan v. 
Dillon, 276 A.2d 36, 40 (Md. 1971). 

• Massachusetts:  Cottam v. CVS Pharmacy, 764 N.E.2d 814, 820 (Mass. 2002); 
MacDonald v. Ortho Pharmaceutical Corp., 475 N.E.2d 65, 68 (Mass.), cert. 
denied, 474 U.S. 920 (1985). 
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• Michigan: Smith v. E.R. Squibb & Sons, Inc., 273 N.W.2d 476, 479 (Mich. 
1979).12 

• Minnesota:  Mulder v. Parke Davis & Co., 181 N.W.2d 882, 885 n.1 (Minn. 
1970). 

• Mississippi:  Janssen Pharmaceutica, Inc. v. Bailey, 878 So.2d 31, 57 (Miss. 
2004); Bennett v. Madakasira, 821 So.2d 794, 804 (Miss. 2002); Wyeth Labora-
tories, Inc. v. Fortenberry, 530 So.2d 688, 691-92 (Miss. 1988). 

• Missouri:  Krug v. Sterling Drug, Inc., 416 S.W.2d 143, 146-47 (Mo. 1967). 
• Montana:  Stevens v. Novartis Pharmaceuticals Corp., ___ P.3d ___, 2010 WL 

5476690, at *12-13 (Mont. Dec. 30, 2010); Hill v. Squibb & Sons, 592 P.2d 1383, 
1387-88 (Mont. 1979). 

• Nebraska:  Freeman v. Hoffman-La Roche, Inc., 618 N.W.2d 827, 841-42 (Neb. 
2000). 

• Nevada:  Allison v. Merck & Co., 878 P.2d 948, 958 n.16 (Nev. 1994) (plurality 
opinion), 878 P.2d 948, 969 (dissent also following Rule). 

• New Jersey:  Perez v. Wyeth Laboratories, Inc., 734 A.2d 1245, 1257 (N.J. 1999); 
Niemiera v. Schneider, 555 A.2d 1112, 1117 (N.J. 1989). 

• New York:  Spensieri v. Lasky, 723 N.E.2d 544, 549 (N.Y. 1999); Martin v. 
Hacker, 628 N.E.2d 1308, 1311 (N.Y. 1993). 

• Ohio:  Howland v. Purdue Pharma L.P., 821 N.E.2d 141, 146 (Ohio 2004); 
Vaccariello v. Smith & Nephew Richards, Inc., 763 N.E.2d 160, 164 (Ohio 2002); 
Tracy v. Merrell Dow Pharmaceuticals, Inc., 569 N.E.2d 875, 876, 878 (Ohio 
1991); Seley v. G.D. Searle & Co., 423 N.E.2d 831, 834, 836-37 (Ohio 1981). 

• Oklahoma:  Edwards v. Basel Pharmaceuticals, 933 P.2d 298, 300-01 (Okla. 
1997); Tansy v. Dacomed Corp., 890 P.2d 881, 886 (Okla. 1994); McKee v. 
Moore, 648 P.2d 21, 24 (Okla. 1982). 

• Oregon:  Vaughn v. G.D. Searle & Co., 536 P.2d 1247, 1247-48 (Or. 1975), cert. 
denied, 423 U.S. 1054 (1976); McEwen v. Ortho Pharmaceutical Corp., 528 P.2d 
522, 528 (Or. 1974). 

• Pennsylvania:  Coyle v. Richardson-Merrell, Inc., 584 A.2d 1383, 1385 (Pa. 
1991); Baldino v. Castagna, 478 A.2d 807, 812 (Pa. 1984); Incollingo v. Ewing, 
282 A.2d 206, 220 & n.8 (Pa. 1971). 

• South Carolina:  Madison v. American Home Products Corp., 595 S.E.2d 493, 
496 (S.C. 2004). 

• Tennessee:  Pittman v. Upjohn Co., 890 S.W.2d 425, 429 (Tenn. 1994). 
• Utah:  Downing v. Hyland Pharmacy, 194 P.3d 944, 946-47 (Utah 2008); 

Schaerrer v. Stewart’s Plaza Pharmacy, Inc., 79 P.3d 922, 928-29 (Utah 2003); 
Barson v. E.R. Squibb & Sons, Inc., 682 P.2d 832, 835 (Utah 1984). 

• Virginia:  Pfizer, Inc. v. Jones, 272 S.E.2d 43, 44 (Va. 1980). 
                                              

12 Smith’s adoption of the Rule was labeled “dictum” in In re Certified Questions, 358 N.W.2d 
873, 877 (Mich. 1984), but Michigan courts continue to follow the Rule.  E.g., Mowery v. Crittenton 
Hospital, 400 N.W.2d 633, 637 (Mich. App. 1986). 
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• Washington:  Washington State Physicians Insurance Exchange & Association v. 
Fisons Corp., 858 P.2d 1054, 1061 (Wash. 1993); McKee v. American Home 
Products Corp., 782 P.2d 1045, 1149-50 (Wash. 1989); Terhune v. A.H. Robbins 
Co., 577 P.2d 975, 978 (Wash. 1978). 

• Wyoming:  Rohde v. Smiths Medical, 165 P.3d 433, 436 n. 5 (Wyo. 2007).13 

As in Texas, the Supreme Court of Idaho has adopted the learned intermediary rule in a 

non-prescription medical product case very similar to Alm.  Sliman v. Aluminum Co. of 

America, 731 P.2d 1267, 1270 (Idaho 1986), cert. denied, 486 U.S. 1031 (1998). 

Nor is acceptance of the learned intermediary rule limited to state high courts.  

Four states have statutes codifying the Rule.14  Intermediate appellate courts in five other 

states have adopted the Rule.15  The federal Fifth Circuit Court of Appeals has on numer-

ous occasions predicted the adoption of the Rule in Texas,16 as have federal courts in 

                                              
13 Only one state high court has rejected the Rule.  State ex rel. Johnson & Johnson Corp. v. Karl, 

647 S.E.2d 899, 900 (W. Va. 2007).  However, a more recent decision suggests that West Virginia may 
reconsider.  See White v. Wyeth, ___ S.E.2d ___, 2010 W. Va. Lexis 154, at *29-30 (W. Va. Dec. 17, 
2010) (holding that “the high degree of federal regulation of prescriptive drug products attenuates the 
effect product marketing has on a consumer’s prescriptive drug purchasing decision”; dismissing Karl 
with “but see” citation). 

14 See MISS. CODE ANN. §11-1-63(c)(ii); N.J. STAT. ANN. §2A:58C-4; N.C. GEN. STAT. §99B-
5(c); OHIO REV. CODE ANN. §2307.76(c).  Only North Carolina lacked high court precedent adopting the 
Rule. 

15 Arizona:  Piper v. Bear Medical Systems, Inc., 883 P.2d 407, 415 (Ariz. App. 1993), review 
denied (Ariz. Nov. 1, 1994); Dyer, 577 P.2d 1087; Colorado:  O’Connell, 2010 WL 963234, at *3; Indi-
ana:  Ortho Pharmaceutical Corp. v. Chapman, 388 N.E.2d 541, 548-59 (Ind. App. 1979); Louisiana:  
Kampmann v. Mason, 921 So.2d 1093, 1094 (La. App. 2006); Marks v. Ohmeda, Inc., 871 So.2d 1148, 
1157 (La. App.), writ denied, 883 So.2d 1019, 1020 (La. 2004); New Mexico:  Serna v. Roche 
Laboratories, 684 P.2d 1187, 1189 (N.M. App. 1984); Jones v. Minnesota Mining & Manufacturing Co., 
669 P.2d 744, 748 (N.M. App. 1983). 

16 See Pustejovsky v. Pliva, Inc., 623 F.3d 271, 276 (5th Cir. 2010); Ackermann v. Wyeth Pharma-
ceuticals, 526 F.3d 203, 207-08 (5th Cir. 2008); McNeil v. Wyeth, 462 F.3d 364, 368 (5th Cir. 2006); 
Porterfield v. Ethicon, Inc., 183 F.3d 464, 468 (5th Cir. 1999); In re Norplant Contraceptive Products Lit-
igation, 165 F.3d 374, 378 (5th Cir. 1999) (“Norplant II”); Skotak v. Tenneco Resins, Inc., 953 F.2d 909, 
912 (5th Cir.) cert. denied, 506 U.S. 832 (1992); Hurley, 863 F.2d at 1178; Osburn, 825 F.2d at 913; 
Reyes, 498 F.2d at 1275-76. 
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seven additional states (and Puerto Rico) where state courts are silent.17  Finally, in Ver-

mont, a trial court has applied the Rule.18  Only Rhode Island has yet to be heard from. 

The learned intermediary rule is just as well established in prescription medical 

product cases throughout the rest of the United States as it has been in the lower Texas 

courts.  As have Texas courts, other jurisdictions throughout the country recognize the 

salutary purposes of the Rule.  This Court should join this broad nationwide consensus. 

II. Texas Should Also Join The Consensus Rejecting Any Direct-To-Consumer 
Advertising Exception To The Learned Intermediary Rule. 

A. Practically No Major State Exempts Prescription Products Advertised 
Directly To Consumers From The Learned Intermediary Rule. 

As the lower court discussed, Centocor, Inc. v. Hamilton, 310 S.W.3d 476, 481, 

507-08 (Tex. App.—Corpus Christi 2010, pet filed), the purported exception to the 

learned intermediary rule in situations involving direct-to-consumer advertising was cre-

ated by the New Jersey Supreme Court in Perez, 734 A.2d 1245.  Asserting – despite the 

absence of any record evidence – that “the theoretical underpinnings” of the Rule “do not 

apply” where a manufacturer engages in DTC advertising, the lower court here concluded 

that Texas should become the first state in over a decade to follow Perez and ipso facto 

                                              
17 Iowa:  Petty v. United States, 740 F.2d 1428, 1440 (8th Cir. 1984); Maine:  Violette v. Smith & 

Nephew Dyonics, Inc., 62 F.3d 8, 13 (1st Cir. 1995), cert. denied, 517 U.S. 1167 (1996); New Hamp-
shire:  Brochu v. Ortho Pharmaceutical Corp., 642 F.2d 652, 656 (1st Cir. 1981); North Carolina:  Sal-
mon v. Parke, Davis & Co., 520 F.2d 1359, 1362 (4th Cir. 1975); North Dakota:  Ehlis, 367 F.3d at 
1017; Puerto Rico:  Guevara v. Dorsey Laboratories, 845 F.2d 364, 366 (1st Cir. 1988); South Dakota:  
Schilf v. Eli Lilly & Co., 2010 WL 4024922, at *2 (D.S.D. Oct. 13, 2010); McElhaney v. Eli Lilly & Co., 
575 F. Supp. 228, 231 (D.S.D. 1983), aff’d, 739 F.2d 340 (8th Cir. 1984); Wisconsin:  Menges v. Depuy 
Motech, Inc., 61 F. Supp.2d 817, 830 (N.D. Ind. 1999) (applying Wisconsin law); Monson v. AcroMed 
Corp., 1999 WL 1133273, at *20 (E.D. Wis. May 12, 1999). 

18 Estate of Baker v. University of Vermont, 2005 WL 6280644 (Vt. Super. May 5, 2005). 
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remove prescription medical products marketed in this fashion from the protection of the 

Rule.  310 S.W.3d at 507. 

The lower court is simply incorrect.  As discussed above, Texas courts – and other 

courts across the country – have recognized that the learned intermediary rule serves a 

number of beneficial purposes.  These purposes remain relevant whether or not a manu-

facturer engages in DTC advertising.  Probably the most important jurisprudential basis 

for the Rule is that initially articulated in Reyes – that the warning duty is owed to the 

prescribing physician because the prescriber is the only person positioned to know both a 

prescription medical product’s “complex,” “esoteric” risk/benefit profile, and how that 

profile fits with the unique medical history – “the susceptibilities” – of any given patient.  

The prescriber must make an “informed choice” based “on a knowledge of both patient 

and palliative.”  Reyes, 498 F.2d at 1276.  Having made this choice, the prescribing phy-

sician obtains the informed consent of the patient.  Cf. TEX. CIV. PRAC. & REM. CODE 

§74.101 (informed consent obligations). 

The necessities recognized in Reyes have not changed.  If anything, prescription 

drugs and medical devices are even more “esoteric” and demanding of a physician’s ex-

pert “understanding” today than in the mid-1970s when the first Texas learned interme-

diary cases were decided.  Direct-to-consumer advertising in no way reduces the need for 

a doctor’s individualized risk/benefit evaluation.  For example, the five most heavily 

DTC advertised prescription drugs in 2009 were:  Lipitor, Abilify, Advair, Cymbalta, and 

Cialis.19  The labeling accompanying each these drugs includes pages of contraindica-

 
19 See Matthew Arnold, “Flat Is the New Up,” 45(4) Medical Marketing & Media 38, 41 (Hay-

market Media April 2010). 
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tions, warnings, and adverse reactions.20  This cautionary material describes numerous 

risks, often pertaining only to specific groups of patients.21  Ordering manufacturers to 

provide reams of similar warnings directly to patients, with no physician’s intervening 

analysis of their likelihood or applicability, would be a recipe for disaster. 

While the lower court’s assertion that “[p]hysicians no longer make the final de-

cision” what drugs patients take, but rather “patients make those decisions,” 310 S.W.3d 

at 507, is a technically correct statement of informed consent, that has not changed since 

the learned intermediary rule was first recognized, so the phrase “no longer” is inaccur-

ate.  Although patients, of course, have final say over their treatment, there is no evidence 

 
20 See 2010 Physicians Desk Reference, at 1189-1202 (Advair); 1749-59 (Cialis); 1759-68 

(Cymbalta); 2770-77 (Lipitor); 3458-71 (Abilify).  Current package inserts are also available online: 
Advair:  http://us.gsk.com/products/assets/us_advair.pdf 
Cialis:  http://www.cialis.com/Pages/prescribing-patient-information.aspx 
Cymbalta:  http://pi.lilly.com/us/cymbalta-pi.pdf 
Lipitor:  http://www.pfizer.com/files/products/uspi_lipitor.pdf 
Abilify:  http://www.abilify.com/pdf/pi.aspx 

21 Advair:  Contraindications – Acute asthmatic attacks.  Warnings – death from asthma, deterior-
ation and acute asthma, several drug interactions, localized infection, pneumonia, immunosuppression, 
withdrawal problems, hypercorticism, bronchospasm, hypersensitivity, cardiovascular and central nervous 
system effects, bone mineral density, reduced growth in children, glaucoma and cataracts, eosinophilic 
conditions, other medical conditions, hypokalemia, hyperglycemia.  Numerous other conditions listed as 
“adverse reactions.” 

Cialis:  Contraindications – Nitrates, hypersensitivity.  Warnings – Cardiovascular, several drug 
interactions, prolonged erection, eye problems, sudden hearing loss, concurrent use of alpha blockers and 
antihypertensives, renal sensitivity, hepatic impairment, alcohol, bleeding, sexually transmitted diseases.  
Numerous other conditions listed as “adverse reactions.” 

Cymbalta:  Contraindications – Monoamine oxidase inhibitors, glaucoma.  Warnings – Suicidali-
ty, hepatotoxicity, hypotension and fainting, serotonin syndrome, abnormal bleeding, discontinuation 
symptoms, mania/hypomania, seizures, blood pressure changes, several drug interactions, hyponatremia, 
several other medical conditions, urinary retention.  Numerous other conditions listed as “adverse reac-
tions.” 

Lipitor:  Contraindications – Liver disease, hypersensitivity, pregnant and nursing mothers.  
Warnings – Rhabdomyolysis, liver dysfunction, endocrine dysfunction, central nervous system toxicity, 
recent stroke.  Numerous other conditions listed as “adverse reactions.” 

Abilify:  Contraindications – Hypersensitivity.  Warnings – Stroke, suicide and suicidality, neuro-
leptic malignant syndrome, tardive dyskinesia, diabetes and high blood sugar, low blood pressure, leuco-
penia and related blood conditions, seizures, cognitive and motor impairment, body temperature dysfunc-
tion, dysphagia, other medical conditions.  Numerous other conditions listed as “adverse reactions.” 
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that plaintiff Hamilton herself wrote her prescription for Remicade, and as a matter of 

law she could not.  Thus, the simple, enduring fact that prescription drugs still require a 

prescription by a licensed physician warrants rejection of any DTC exception.  The Rule 

“applies even to cases where manufacturers allegedly market directly to consumers, be-

cause the prescribing physician is still seen as playing a vital role.”  Hackett v. G.D. 

Searle & Co., 246 F. Supp.2d 591, 594 (W.D. Tex. 2002).  “[D]espite [DTC advertising] 

the decision to take a particular drug is still dependant on the judgment of a physician.”  

Heindel v. Pfizer, Inc., 381 F. Supp.2d 364, 378 n.6 (D.N.J. 2004) (applying Pennsyl-

vania law); see Allen v. G.D. Searle & Co., 708 F. Supp. 1142, 1148 (D. Or. 1989) (“de-

spite any promotion aimed directly at consumers, the physicians . . . exercised ‘individu-

alized medical judgment’ justifying application” of the Rule). 

Media dissemination of information concerning the existence of [prescrip-
tion] drugs does not enhance the public’s ability to acquire them, as the 
skill and knowledge of the physician still must be brought to bear in a de-
termination of whether the pharmaceutical is appropriate for the patient. 

Albertson v. Wyeth, Inc., 63 Pa. D. & C.4th 514, 539 (Pa. C.P. 2003) (citation omitted).  

Patients simply cannot receive prescription medical products “without the involvement of 

a learned intermediary.”  74 Fed. Reg. 38686, 38703 (FDA Aug. 4, 2009). 

A similarly speculative argument based on supposedly patient-driven selection of 

contraceptives once led a few courts to question the applicability of the learned interme-

diary rule to those products22 – but not in Texas.  In Medrano, the court rejected any 

 
22 E.g., MacDonald, 475 N.E.2d at 69-70; Odgers v. Ortho Pharmaceutical Corp., 609 F. Supp. 

867, 878-79 (E.D. Mich. 1985).  Such reasoning, however, has largely been discredited, and no jurisdic-
tion has followed it to avoid the Rule in well over a decade: 

While the physician does not make the final choice but leaves that to the patient, he ad-
vises the patient with respect to the advantages and disadvantages of various choices . . . 
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blanket exception, holding that patient influence cannot be presumed.  28 S.W.3d at 92 

(facts do not support claim that prescribers “merely abide[] by the woman’s choice”). 

[P]rescription contraceptives . . . can reach a patient only by way of a 
learned intermediary. . . .  We agree with the other jurisdictions that have 
held against creating an exception . . . for prescription contraceptives.  The 
fact that a woman may have a voice in the choice of her contraceptive prod-
uct, even if it is in fact the deciding voice, should not be enough to exempt 
this prescription drug from the learned intermediary doctrine. 

Id.  Likewise in In re Norplant Contraceptive Products Litigation, 165 F.3d 374 (5th Cir. 

1999) (“Norplant II”), that a contraceptive was only available by prescription trumped 

speculation over the extent of patient influence over contraceptive prescription decisions: 

Although it may be true that physicians may seek to provide greater free-
dom to their patients in selecting an appropriate form of contraception, Nor-
plant is nevertheless a prescription drug.  The record makes it clear that 
physicians play a significant role in prescribing Norplant and in educating 
their patients about the benefits and disadvantages to using it. 

165 F.3d at 379. 

The jurisprudential basis for protecting the physician-patient relationship is like-

wise intact.  In this respect the lower court’s reasoning is illogical.  While bemoaning the 

baleful influence of “managed care” on this relationship, 310 S.W.3d at 507, the court 

adopted a position that would aggravate the damage by forcing third-party manufacturers 

 
and it is he who supplies [the product].  The fact that the patient makes the final choice 
among suggested contraceptives (or decides not to use any at all) does not constitute a 
distinction which makes the general rule inapplicable. 

Terhune, 577 P.2d at 978.  The Rule is now widely prevalent in contraceptive cases.  Martin, 661 N.E.2d 
at 356-57; Shanks, 835 P.2d at 1200; West, 806 S.W.2d at 613-14; Humes, 792 P.2d at 1039-41; Lacy, 
567 A.2d at 400-01; McKee, 648 P.2d at 25; Seley, 423 N.E.2d at 839-40; Plenger v. Alza Corp., 13 Cal. 
Rptr.2d 811, 819 n.6 (Cal. App. 1992); Taurino v. Ellen, 579 A.2d 925, 928 (Pa. Super. 1990), appeal 
denied, 589 A.2d 693 (Pa. 1991); Taylor v. Wyeth Laboratories, Inc., 362 N.W.2d 293, 297 & n.11 
(Mich. App. 1984), appeal denied (Mich. Oct. 23, 1985); Odom v. G.D. Searle & Co., 979 F.2d 1001, 
1003-04 (4th Cir. 1992) (applying South Carolina law); Beyette v. Ortho Pharmaceutical Corp., 823 F.2d 
990, 992-93 (6th Cir. 1987) (applying Michigan law); Brochu, 642 F.2d at 656; Lindsay v. Ortho 
Pharmaceutical Corp., 637 F.2d 87, 91 (2d Cir. 1980) (applying New York law); Mendez Montes De Oca 
v. Aventis Pharma, 579 F. Supp.2d 222, 228 (D.P.R. 2008). 
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to provide possibly conflicting information to every physician’s patients – regardless of 

individual circumstances.  This meat-axe approach is also unnecessary.  In situations 

where, for whatever reason, there is no physician-patient relationship worthy of the name, 

Texas already recognizes that the Rule does not apply.  E.g., Medrano, 28 S.W.3d at 91; 

Hurley, 863 F.2d at 1178; Reyes, 498 F.2d at 1276-77.  Where, as here, a functioning 

physician-patient did exist, a DTC exception would be perverse; interfering with that 

relationship.  See Mendez Montes De Oca v. Aventis Pharma, 579 F. Supp.2d 222, 229 

(D.P.R. 2008) (DTC advertised drug dispensed by physician “does not even remotely fall 

within the limited type of prescription drugs that courts have exempted from the applica-

tion of the learned intermediary doctrine”). 

Nor is the policy of conformity to federal law furthered by a DTC exception, since 

safety concerns are exactly what motivate the FDA’s strict limitations on prescription 

drug distribution.  See, supra, at 10 (citing federal Food, Drug & Cosmetic Act).  The 

Agency’s regulations reiterate these concerns.  21 C.F.R. §310.200(b) (requiring pre-

scriptions until the FDA “finds such requirements are not necessary for the protection of 

the public health by reason of the drug’s toxicity or other potentiality for harmful 

effect”);23 21 C.F.R. §203.3(y) (defining “[p]rescription drug” as “any drug (including 

any biological product . . .) required by Federal law . . . to be dispensed only by a pre-

scription”);24  Thus, the FDA requires the interposition of the learned intermediary pre-

 
23 Similarly a “prescription device” is “[a] device which, because of any potentiality for harmful 

effect . . . is not safe except under the supervision of a practitioner licensed by law to direct [its] use.”  21 
C.F.R. §801.109. 

24“Biologicals” are FDA-regulated products manufactured through biological rather than chem.-
ical processes, such as vaccines, blood products, and transplantable tissue. 
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scribing physician precisely because of the risks inherent in this type of product.  The 

Rule ensures that common law does not omit this FDA-required safeguard. 

Also absent from the lower court’s analysis are the oft-expressed judicial concerns 

over the comprehensibility of technical medical information by lay patients – particularly 

under stressful emergency situations.  Information in drug package inserts is “difficult to 

convey to persons who lack professional training or experience in the use of prescription 

drug products.”  44 Fed. Reg. 40016, 40026 (FDA July 6, 1979).  A DTC exception 

would submerge the medical judgment of prescribing physicians.  Modern labeling for 

prescription medical products already provides physicians with “medication guides” and 

other simplified information intended for patient consumption.25  This material is a 

“way[] of presenting information about prescription drugs to patients who have obtained 

a prescription.”  75 Fed. Reg. 78352, 78254 (FDA Dec. 15, 2010), and is available to any 

prescriber who believes it would benefit a particular patient.  Such simplified informa-

tion, however, is no substitute for a medical doctor’s informed analysis: 

FDA agrees that health care providers should be the primary source of 
information about medications for their patients.  The purpose of written 
information is to reinforce and supplement, not to interfere with, the doc-
tor-patient relationship. . . .  [W]ritten information should improve this re-
lationship by improving patients’ ability to communicate about their medi-
cations . . . and to make more knowledgeable inquiries of health profes-
sionals. 

63 Fed. Reg. 66378, 66386 (FDA Dec. 1, 1998) (emphasis added).  Unlike the FDA’s 

development of patient information, a DTC exception is not nuanced.  At best, it would 

 
25 The labeling for all five of the most widely DTC advertised drugs includes patient information.  

See 2010 Physicians Desk Reference at 1200-02 (Advair); 1757-58 (Cialis); 1767-68 (Cymbalta); 2776-
77 (Lipitor); 3471 (Abilify). 
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force manufacturers to provide information where prescribers do not believe it necessary.  

At worst, it would impose a legal duty to provide information that prescribers consider 

unhelpful or even affirmatively harmful to particular patients. 

The only practical aspect of the learned intermediary rule to change significantly 

since the Rule’s inception is the widespread availability of drug product information on 

the Internet.  That availability, however, cuts against recognizing broader duties, and 

hardly warrants creating a new exception to the Rule.  Should a patient wish to review 

FDA-approved patient-oriented information, or should a prescriber desire a patient to do 

so, that material is always only a few clicks away.26  Thus, to the extent manufacturers 

have a practical means of making warning information available to those who seek it out, 

they already do so, and a new legal duty is superfluous.  But, to the extent a supposed 

common-law DTC duty purports to demand something more invasive – affirmative deliv-

ery of information to those not seeking it – the Internet cannot help, and the same prac-

tical problems identified in Gravis and other cases would remain. 

Not surprisingly, in view of the DTC exception’s inconsistency with the jurispru-

dential underpinnings of the learned intermediary rule, for over a decade prior to the im-

provident decision of the lower court in this case, that exception was “recognized only by 

New Jersey.”  Larkin, 153 S.W.3d at 766.  New Jersey is “the only state” to decide “that 

the law should be changing in response to changes in the marketing strategies by drug 

manufacturers.”  Mendez Montes De Oca, 579 F. Supp.2d at 229.  “[N]o other court in 

 
26 The FDA compiles all medication guides (including that for Remicade) on its website.  See 

http://www.fda.gov/Drugs/DrugSafety/UCM085729. As mentioned, supra, at n.20, manufacturers often 
make all their labeling – both physician and patient oriented – available on their websites.  For Remicade, 
see http://www.remicade.com/remicade/assets/Med_Guide.pdf. 



 

- 25 - 

                                             

any jurisdiction has” adopted the DTC exception and “New Jersey law is in direct con-

flict with the law of every other jurisdiction in the United States.”  In re Norplant Contra-

ceptive Products Liability Litigation, 215 F. Supp.2d 795, 812 (E.D. Tex. 2002) (“Nor-

plant III”).  “[N]o other state has followed New Jersey’s lead.”  In re Meridia Products 

Liability Litigation, 328 F. Supp.2d 791, 812 n.19 (N.D. Ohio 2004), aff’d, 447 F.3d 861 

(6th Cir. 2006).27 

Likewise, the American Law Institute (“ALI”) declined a DTC exception to the 

learned intermediary rule when proposed during the development of what is now the 

Third Restatement of Torts:  Products Liability.  A 1993 preliminary draft would have 

recognized several exceptions to the Rule, including where “the manufacturer advertised 

or otherwise promoted the drug or medical device directly to users and consumers.28  

After debate, the would-be DTC exception was eliminated due to “concern about creating 

a wholly new common-law duty to warn when there was no case law to support it.”29  Ul-

timately, the ALI recognized only the Reyes mass immunization exception, because: 

[N]otwithstanding direct communications to the consumer, drugs cannot be 
dispensed unless a health care provider makes an individualized decision 

 
27 Accord, e.g., In re Diet Drugs Products Liability Litigation, 2009 WL 902351, at *2 (E.D. Pa. 

April 2, 2009) (DTC exception “completely devoid” of support under Missouri law); Allgood v. Glaxo-
smithkline PLC, 2008 WL 483574, at *3-4 (E.D. La. Feb. 20, 2008) (refusing to recognize DTC exception 
under Louisiana law), aff’d, 314 Fed. Appx. 701 (5th Cir. 2009); Beale v. Biomet, Inc., 492 F. Supp.2d 
1360, 1376 (S.D. Fla. 2007) (given “Florida’s longstanding recognition” of the Rule, “it would be unlike-
ly” for Florida to “recognize the DTC exception”); Cowley v. Abbott Laboratories, Inc., 476 F. Supp. 2d 
1053, 1060 n.4 (W.D. Wis. Feb. 28, 2007) (finding “no evidence that North Carolina has adopted” a DTC 
exception) (applying North Carolina law); Heindel, 381 F. Supp.2d at 378 n.6 (Pennsylvania has “de-
clined to abrogate the learned intermediary doctrine in cases involving direct to consumer marketing”); 
Allen, 708 F. Supp. at 1148 (rejecting exception under Oregon law). 

28 Restatement (Third) of Torts, Products Liability §103(a)(3)(iii) (Council Draft No. 1, 1993). 

29 Restatement (Third) of Torts, Products Liability §4(b)(3), at Preface (Council Draft No. 1A, 
1994). 
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that a drug is appropriate for a particular patient and that it is for the health 
care provider to decide which risks are relevant to the particular patient. 

Restatement (Third) of Torts, Products Liability §4(b)(3), at 94 (Tentative Draft No. 1, 

1994).30  The ALI adopted the current Restatement without any novel DTC (or other) 

exceptions, and with only a default nod towards “developing case law.”31 

For good reasons, case law has not “developed” any DTC exception to the learned 

intermediary rule.  See Porter v. Eli Lilly & Co., 2008 WL 544739, at *8 (N.D. Ga. Feb. 

25, 2008) (rejecting DTC exception argument based on “developing law” language of 

comment e), aff’d, 291 Fed. Appx. 963 (11th Cir. 2008).  Rather, “the courts seem 

increasingly reluctant to recognize new exceptions to this [learned intermediary] 

defense.”  63 Fed. Reg. 66378, 66384 (FDA Dec. 1, 1998).32  A DTC exception would do 

significant damage to policy interests that Texas courts have recognized as the bedrock of 

the Rule without any countervailing benefit, as PLAC will now demonstrate. 

B. This Case Has Nothing To Do With Direct-To-Consumer Advertising. 

The lower court’s recognition of a DTC exception to the learned intermediary rule 

was error ab initio because Defendant Centocor engaged in no direct-to-consumer adver-

tising.  Centocor did not send the purportedly “fraudulent” videotape to Plaintiff Hamil-

                                              
30 This language now appears in Restatement (Third) of Torts, Products Liability §6, comment e 

(1998). 

31 Id.  For a more detailed discussion of the ALI’s deliberations concerning the learned intermedi-
ary rule, see Noah, “Advertising Prescription Drugs,” 32 Ga. L. Rev. at 163-68. 

32 See, e.g., Vitanza, 778 A.2d at 847 (“we see no reason to create an entirely new exception”); 
Ellis, 311 F.3d at 1281-82 (rejecting “preventable risk” exception); Bartlett v. Mutual Pharmaceutical 
Co., ___ F. Supp.2d ___, 2010 WL 2765358, at *8 (D.N.H. July 12, 2010) (rejecting “educational” 
exception), reconsideration denied, 2010 WL 3239247 (D.N.H. July 30, 2010); Diet Drugs, 2009 WL 
902351, at *2 (rejecting intentional tort exception); Ebel, 536 F. Supp.2d at 781 (rejecting known mis-
communication exception). 
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ton.  Rather, Centocor made it available to the medical staff at the infusion clinic for use 

in accordance with their professional judgment, and they supplied it to her only after the 

decision to prescribe Remicade.  As stated by the clinic operator, Dr. Bullen:  “the deci-

sion to take Remicade has already been made by the time a patient arrives at his infusion 

clinic.”  Centocor, 310 S.W.3d at 486 (quoting testimony).  The video itself stated it was 

“not a substitute” for an individualized physician-patient consultation, id. at 488, and in 

any event it was not so used. 

Information supplied to prescribing physicians – that prescribers may or may not 

decide to pass along to patients once a prescription decision is made – is simply not “di-

rect to consumer” advertising.  3 American Law of Products Liability 3d §33.33, at p. 61 

(1997 & Supp. 2010).  Indeed, the lower court’s DTC exception is directly at odds with 

FDA regulation of DTC advertising, which does not consider the Centocor videotape to 

be “advertising” at all.  Rather, the FDA classifies information – specifically including 

“motion picture films” and “visual materials” – supplied “for use by medical practi-

tioners” with their patients as “labeling,” not “advertising.”  See 21 C.F.R. §202.1(l)(2) 

(distinguishing between “labeling” and “advertising”).  Thus, the lower court applied a 

DTC exception to materials not even subject to FDA DTC regulation.  Far from main-

taining federal-state comity, this decision runs roughshod over it.33 

The videotape here is no different than the patient information that accompanies 

many prescription products.  See nn. 20-21, supra.  Preparing information that physicians 

 
33 The lower court missed the FDA’s distinction between labeling and advertising.  310 S.W.3d at 

512-13.  Its reliance on erroneous “expert” testimony only demonstrates why, in Texas, experts are not 
permitted to opine on questions of law.  E.g., Greenberg Traurig, P.C. v. Moody, 161 S.W.3d 56, 95 
(Tex. App.—Houston [14th Dist.] 2004, no pet.). 
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may supply to their patients does not create duties owed directly to patients, whether via a 

DTC exception or otherwise. 

The Fifth Circuit held that “materials [which] were entirely within the control of 

the physician” could not be DTC advertising under Texas law because the manufacturer 

“had no control over which, if any . . . were shown to the patient.”  Norplant II, 165 F.3d 

at 379 n.4.  The district court (Chief Judge Richard Schell) in the same litigation ad-

dressed this issue at greater length, finding physician-supplied materials were not “direct 

to consumer” because access to them depends upon a prescriber’s independent post-pre-

scription decision: 

[A] drug manufacturer’s provision of patient labeling or other counseling 
materials should not serve as a basis to displace or create exceptions to the 
learned intermediary doctrine. . . .  [S]uch patient materials a[re] an infor-
mational supplement to the physician-patient relationship.  Moreover, be-
cause these materials are distributed by the physician . . ., the physician, as 
the learned intermediary, has a duty to review the materials before passing 
them on to the patient in order to ensure that any such materials that the 
physician chooses to pass on will accurately inform the patient about the 
drug. . . .  [I]f a physician became a mere conduit for [a manufacturer’s] 
materials, then it is the physician who is responsible for allowing that to 
happen. 

In re Norplant Contraceptive Products Liability Litigation, 955 F. Supp. 700, 708-09 

(E.D. Tex. 1997) (“Norplant I”) (footnotes and quotation marks omitted), aff’d, 165 F.3d 

374 (5th Cir. 1999). 

The Sixth Court of Appeals agreed in Medrano, another case in which a manufac-

turer had “provide[d] information to the intermediary but gear[ed] it directly at the pa-

tient.”  28 S.W.3d at 93.  No direct duty was created because the learned intermediary de-

cided whether a patient should see a manufacturer’s patient brochure: 
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Irrespective of the origin of the information, it still went through the 
learned intermediary to get to [plaintiff].  Since the information reached 
[plaintiff] because of the physician-patient relationship, we still apply the 
learned intermediary doctrine. 

Id. 

The view taken by Medrano and Norplant under Texas law is universal.  A manu-

facturer’s distribution of warnings intended for patients does not affect the applicability 

of the learned intermediary rule.  Rather, “[t]he goal is to assure either the patient or the 

patient’s physician, as a proxy for the patient, is aware of the dangers.”  In re Prempro 

Products Liability Litigation, 514 F.3d 825, 830 (8th Cir. 2008) (applying Arkansas law).  

To penalize manufacturers that go beyond legal requirements and provide additional in-

formation crafted for patient consumption that prescribers can choose to use would be 

counterproductive. 

No court anywhere (before the lower court here) considered materials supplied to 

physicians to be “direct-to-consumer.”  Rather, such information is uniformly viewed as 

helping physicians carry out their own duties to communicate risk/benefit information 

about prescription medical products to their patients.  63 Fed. Reg. at 66386; 43 Fed. 

Reg. 4214, 4215 (FDA Jan. 31, 1978).  Even New Jersey’s unique DTC exception would 

be “too broadly” read if it applied to “placement of informational brochures in a 

physician’s office.”  Banner v. Hoffmann-La Roche, Inc., 891 A.2d 1229, 1236 (N.J. 

Super. App. Div. 2006), certif. denied, 921 A.2d 447 (N.J. 2007).  Material that must pass 

through a prescribing physician’s hands “cannot fairly be equated with . . . [DTC] adver-

tising.”  Id.  In New Jersey “[p]atient brochures provided by the manufacturer to physi-

cians for distribution to the consumer may aid the physician in communicating with his 
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patient but do not establish the undertaking by the drug manufacturer of a voluntary duty 

to warn the patient directly.”  Spychala v. G.D. Searle & Co., 705 F. Supp. 1024, 1033 

(D.N.J. 1988). 

Other states agree.  In Washington, physician-supplied materials do not oust the 

learned intermediary rule because:  (1) the law should encourage more information, and 

(2) “the decision to give the brochure to the plaintiffs was made by the doctor.”  Terhune, 

577 P.2d at 979.  Likewise, in Ohio information intended “for distribution to [a doctor’s] 

patients in the exercise of the doctor’s discretion, can aid in expanding the range of com-

munication between doctor and patient” but [d]oes not extend[] the scope of [a manu-

facturer’s] duty to warn.”  Seley, 423 N.E.2d at 840.  Thus: 

Additional warnings given directly to the patient which do not in any way 
undermine the efficacy of the warnings given to the physician cannot form 
an independent ground for liability. 

Kennedy v. Merck & Co., 2003 WL 21658613, at *5 (Ohio App. July 3, 2003), appeal 

denied, 798 N.E.2d 1093 (Ohio 2003). 

“[E]ven if a drug manufacturer provides pamphlets for distribution to the ultimate 

drug user, the patient is expected to place primary reliance on the physician’s judgment.”  

Thom v. Bristol-Myers Squibb Co., 353 F.3d 848, 852 (10th Cir. 2003) (applying Wyo-

ming law).  Pennsylvania also does not abrogate the learned intermediary rule based upon 

information “directed to patients . . . in the form of a package insert.”  Taurino v. Ellen, 

579 A.2d 925, 930 (Pa. Super. 1990).  Rather, “warnings given to the prescribing physi-

cian are the only protection the law of negligence . . . provides.”  Id.  Georgia law like-

wise refuses to convert patient brochures into some generalized duty to warn.  “The pam-
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phlet does not constitute an effort to inform patients of all the dangers of [the drug] and 

does not purport to do so.”  Presto v. Sandoz Pharmaceuticals Corp., 487 S.E.2d 70, 74 

(Ga. App. 1997), cert. denied (Ga. Jan. 5, 1998). 

Finally, in Frye v. Medicare-Glaser Corp., 605 N.E.2d 557 (Ill. 1992), the Illinois 

Supreme Court reversed imposition of liability upon a pharmacist for direct-to-patient in-

formation focused on a single risk.  The plaintiff’s “overly broad interpretation” violated 

public policy by discouraging dissemination of drug information and thus “depriving 

consumers” of “warnings that might be beneficial.”  Id. at 560.  Liability for information 

imparted to patients was incompatible with the policies of the learned intermediary rule: 

[W]e think that it is unreasonable to argue that . . . placing only [one warn-
ing] on the prescription container . . . might mislead a consumer into be-
lieving that [it] is the only side effect of [the drug].  In our opinion, con-
sumers should principally look to their prescribing physician to convey the 
appropriate warnings regarding drugs, and it is the prescribing physician’s 
duty to convey these warnings to patients. 

Id. at 561 (citing Illinois’ adoption of the Rule). 

Where there has, in fact, been no direct-to-consumer advertising, any purported 

exception to the learned intermediary rule in such cases is uncalled-for.  Ebel, 536 F. 

Supp.2d at 781 (DTC exception irrelevant where “Plaintiff provided no evidence of 

Defendant’s mass media distribution of information” during the relevant time).  Given 

that there was no DTC advertising in this case, the lower court’s gratuitous decision to 

adopt an irrelevant exception should be reversed. 

C. A Direct-To-Consumer Advertising Exception Would Be Unnecessary 
And Unwise. 

The learned intermediary rule does not dictate a result – it only establishes to 

whom a manufacturer’s warning duty is owed.  The Rule “is not used to show that the 
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plaintiff has no valid case.”  Medrano, 28 S.W.3d at 94.  Irrespective of the Rule, a 

manufacturer remains obligated to supply adequate warnings.  The Rule “relates only to 

the issue of whom the manufacturer warned.  It does not govern the adequacy of the 

warning.”  Hurley, 863 F.2d at 1178.  The Rule “does not absolve a prescription drug 

manufacturer from liability any time a warning is given to a physician.  The warning still 

must be adequate.”  Medrano, 28 S.W.3d at 91 (citations omitted). 

As the learned intermediary rule alone is not outcome determinative, Texas courts 

have consistently preferred fact-specific analysis of a plaintiff’s entitlement to recovery 

under the Rule over the type of blanket exception endorsed by the court below.  Where, 

as here, an individualized physician-patient relationship in fact exists, the law rejects 

broad exceptions based upon assumed “facts” that may not exist in any given case.  See 

Medrano, 28 S.W.3d at 94 (no exception to Rule for deceptive trade practice claims);34 

Bean, 965 S.W.2d at 663 (no exception to Rule for medical devices);35 Norplant II, 165 

F.3d at 379-80 (rejecting three purported common-law exceptions).  Instead, of creating 

blunderbuss exceptions, Texas law resolves warning issues in prescription medical prod-

uct cases through the causation element, an essential aspect of any case governed by the 

Rule.  “The learned-intermediary doctrine also requires that the inadequate warning was a 

‘producing cause’ of the plaintiff’s injuries.”  Pustejovsky v. Pliva, Inc., 623 F.3d 271, 

276 (5th Cir. 2010) (applying Texas law). 

 
34 Accord Johnson v. Medtronic, Inc., 2005 WL 1515402, at *3 (S.D. Tex. June 23, 2005); Nor-

plant III, 215 F. Supp.2d at 827; Dyer v. Danek Medical, Inc., 115 F. Supp.2d 732, 740-41 (N.D. Tex. 
2000) (all refusing to exempt DTPA cases from learned intermediary rule). 

35 Accord Porterfield, 183 F.3d at 468; Dyer, 115 F. Supp.2d at 740-41 (all refusing to exempt 
medical devices from learned intermediary rule). 
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In a failure to warn case governed by the learned intermediary doctrine, ev-
en if we assume the plaintiff can prove that the given warnings were inade-
quate, the plaintiff still must prove causation.  In order to prove causation, 
the plaintiff must show that a proper warning would have changed the deci-
sion of the intermediary to prescribe the product. 

Merck & Co. v. Garza, 277 S.W.3d 430, 437 (Tex. App.—San Antonio 2008), petition 

granted, 53 Tex. Sup. Ct. J. 15 (Tex. Oct 23, 2009).  See TEX. CIV. PRAC. & REM. CODE 

§82.007 (specifying causation as an express element of all exceptions to the presumption 

of adequacy attaching to FDA approved warnings). 

Rather than presuming patient influence over a prescription, Medrano properly 

obligates the plaintiff to prove it.  “In order to prove causation, the plaintiff must show 

that a proper warning would have changed the decision of the intermediary to prescribe 

the product.”  28 S.W.3d at 95 (citations omitted).  Plaintiffs should lose when there is no 

record evidence that any inadequacy in the defendant’s warnings in fact altered the pre-

scriber’s decision.  See Medrano, 28 S.W.3d at 95 (prescriber testified that alleged inade-

quacies “would not have affected her decision to prescribe the contraceptive to” plain-

tiff).  The causation arguments made here – that additional information may have led 

Plaintiff Hamilton to refuse to follow her prescriber’s instructions, 310 S.W.3d at 5111-

12, only underscore the drawbacks of a DTC exception, since encouraging patients to 

reject prescribed treatments is precisely the sort of risky behavior that the law should not 

encourage.  Morgan, 30 S.W.3d at 467; Bean, 965 S.W.2d at 662. 

Norplant II also refused to recognize any blanket exclusion from the learned inter-

mediary rule for products having FDA-mandated DTC warnings.  The basis for such an 

exception was “puzzling”: 
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[W]e find this conclusion to be puzzling. . . .  [T]he rationale of the learned 
intermediary doctrine, at least in substantial part, is that it seeks to encour-
age the drug manufacturer to make available prescription drugs despite 
their potentially harmful side effects, by shielding the drug manufacturer 
from liability when the drug is prescribed by a properly trained physician.  
Why the learned intermediary doctrine should somehow be less applicable 
when the severity of the side effects encourages the FDA to promote addi-
tional labeling escapes us. 

Id. 

Arguments in favor of a direct-to-consumer exception are equally puzzling.  Put-

ting aside that no DTC advertising actually occurred (see supra, at pp.26-31), all DTC 

advertising must be vetted by the FDA – even more so than the DTC warnings at issue in 

Norplant II.36  The FDA regulates DTC advertising minutely.37  The agency “reviews di-

rect-to-consumer advertising to ensure that the advertising is not false or misleading and 

is in fair balance.”  Norplant I, 955 F. Supp. at 708 (quoting 60 Fed. Reg. 44182, 44189 

(FDA Aug. 24, 1995)). 

Since the Norplant litigation, the Legislature has explicitly endorsed the signifi-

cance of FDA approval, and in §82.007(a) presumes the adequacy of FDA-approved 

“warnings or information.”  A DTC exception thus would fly in the face not only of the 

FDA’s initial determination that a particular drug’s risk profile is sufficiently well-estab-

 
36 See 21 C.F.R. §202.1(l)(1) (applying all advertising restrictions in §202.1 to advertisements in 

“magazines, other periodicals, and newspapers, and advertisements broadcast through media such as ra-
dio, television, and telephone communication systems.” 

37 See 21 C.F.R. §§202.1(a) (advertising of ingredients); 202.1(b) (basis for proprietary names); 
202.1(c) (multiple active ingredients); 202.1(d) (dosage forms); 202.1(e)(1) (presentation of risk informa-
tion); 202.1(e)(2) (exceptions to inclusion of risk information); 202.1(e)(3)(ii) (effectiveness information); 
202.1(e)(3)(iii) (presentation of contraindications); 202.1(e)(4)(i) (material required in summaries); 
202.1(e)(4)(ii) (scope of intended uses); 202.1(e)(5) (material constituting a “true statement”); 202.1(e)(6) 
(listing 20 reasons an advertisement may be false or misleading); 202.1(e)(7) (listing 13 more reasons an 
advertisement may be false or misleading); 202.1(j)(1) (listing advertisements that must have FDA preap-
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lished as to permit DTC advertising (as in Norplant II), but further ignores the presump-

tion of adequacy of FDA-approved “information” that inheres in Texas law.38 

Instead of a blanket DTC exception, the proper analytical framework for addres-

sing allegations of undue DTC influence is causation.  Many Texas learned intermediary 

decisions turn on whether a warning “defect” influenced a plaintiff’s prescription.  In 

Garza the court found sufficient evidence of warning-based causation where the pre-

scriber testified that, knowing what he did “today,” he would not have prescribed the 

drug.  277 S.W.3d at 438.  Conversely, in Stewart v. Janssen Pharmaceutica, Inc., 780 

S.W.2d 910 (Tex. App.—El Paso 1989, writ denied), the prescriber “testified he was 

clearly aware” of the relevant risk despite arguably inadequate warnings.  That prior 

knowledge precluded the claimed inadequate warning from being the “producing cause” 

of injury.  Id. at 912.39 

 
proval); 202.1(j)(4) (any advertisement may voluntarily be submitted for FDA preapproval).  Overall, the 
text of §202.1 extends for almost 6,000 words. 

38 While §82.007 was enacted after the injury at issue here, any purported DTC exception – un-
less explicitly limited to pre-statute cases – would apply in the future almost exclusively to DTC adver-
tising deemed adequate under Texas law by virtue of FDA approval. 

39 Under Texas law “[t]he learned-intermediary doctrine is not an affirmative defense,” and the 
plaintiff must prove causation.  Ackermann, 526 F.3d at 207.  The Ackermann court predicted, after 
extensive analysis, that Texas law would not apply a so-called “heeding presumption” in a case under the 
Rule.  Id.; accord Koenig v. Purdue Pharma Co., 435 F. Supp.2d 551, 556-57 (N.D. Tex. 2006).  Not on-
ly is such a presumption foreign to the Rule, but this Court has adopted the Third Restatement in product 
liability cases.  See p. 11, supra.  The Third Restatement specifically rejects the language of the prior 
Restatement upon which the heeding presumption was based.  See Uniroyal v. Martinez, 977 S.W.2d at 
335-36 (discussing Restatement (Third) of Torts, Products Liability §2, comment 1 (1998), which 
repudiated the “unfortunate language” in Restatement (Second) of Torts §402A, comment j (1985) that a 
“seller may reasonably assume” that an adequate warning “will be read and heeded”); cf. Technical 
Chemical Co. v. Jacobs, 480 S.W.2d 602, 606 (Tex. 1972) (creating heeding presumption based upon 
same language later rejected by Third Restatement). 
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Most recently, in Pustejovsky, 623 F.3d 271, the Fifth Circuit applying Texas law 

affirmed that causation failed under the learned intermediary rule upon evidence that the 

plaintiff’s prescribing physician never read, and was not aware of, the allegedly inade-

quate warning.  Id. at 277.  The plaintiff “speculate[d] about other ways an adequate 

warning might have reached [the prescriber] and altered her decision” but ultimately pro-

duced no proof.  “While [plaintiff] can imagine any number of scenarios to fill the gaps 

in [the prescriber’s] memory, she has provided evidentiary support for none of them.”  Id. 

Texas precedent is particularly rich with causation analysis in the learned interme-

diary rule context.  Texas courts have repeatedly evaluated and applied causation princi-

ples in a wide range of fact-sensitive situations.  See Ackermann v. Wyeth Pharmaceuti-

cals, 526 F.3d 203, 210-11 (5th Cir. 2008) (no causation where prescriber would have 

prescribed drug even with benefit of stronger warnings, and would not pass along suicide 

warnings to depressed but non-suicidal patients); Porterfield v. Ethicon, Inc., 183 F.3d 

464, 468 (5th Cir. 1999) (no causation where prescriber neither read nor relied upon man-

ufacturer’s warnings and literature and already knew the risk); Ebel, 536 F. Supp.2d at 

778-79 (no causation where prescriber “knew of the very risks associated with [the drug] 

of which Plaintiff complains”); Koenig v. Purdue Pharma Co., 435 F. Supp.2d 551, 554-

55 (N.D. Tex. 2006) (no causation where defendant’s promotion did not begin until after 

plaintiff’s prescription; no later information would have “changed [the prescriber’s] 

mind”); Johnson v. Medtronic, Inc., 2005 WL 1515402, at *3 (S.D. Tex. June 23, 2005) 

(no causation where prescriber testified to extensive prior medical experience managing 

relevant risk); Gerber v. Hoffmann-La Roche Inc., 392 F. Supp.2d 907, 920-22 (S.D. Tex. 
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2005) (no causation where risk – that birth control was fallible – was obvious, and plain-

tiff admitted knowledge); Brumley v. Pfizer, Inc., 149 F. Supp.2d 305, 313 (S.D. Tex. 

2001) (no causation where prescriber knew of, and disregarded, that use of drug by plain-

tiff was contraindicated); Dyer v. Danek Medical, Inc., 115 F. Supp.2d 732, 742 (N.D. 

Tex. 2000) (no causation because “[d]isqualifying a physician as a learned intermediary 

simply based on the absence of a warning by the manufacturer is inconsistent with the 

causation requirement”); compare McNeil v. Wyeth, 462 F.3d 364, 373 (5th Cir. 2006) 

(causation a jury question where undisclosed risk would have changed prescriber’s “risk/ 

benefit analysis” and what he told patients); Anderson v. Sandoz Pharmaceuticals Corp., 

77 F. Supp.2d 804, 808-09 (S.D. Tex. 1999) (causation a jury question where prescriber 

unaware of recent studies confirming relevant risk). 

The DTC exception thus addresses a non-existent problem – one that Texas law 

has already solved.  The present causation element in learned intermediary rule cases en-

compasses the ostensible rationale for the DTC exception:  did inadequate information 

(whether to the prescriber or to the plaintiff directly) influence that plaintiff’s prescrip-

tion?  As applied by Texas courts for decades, the causation element of the Rule is sensi-

tive enough to accommodate any actual effects of DTC advertising upon a prescription 

decision in any given case.  Instead of a conclusive – and usually counterfactual – pre-

sumption that every prescription of any DTC advertised drug was caused by advertising 

influence, plaintiffs should remain obligated to prove that fact.  Any plaintiff, and plain-

tiff’s prescribing physician, can testify to whether such advertising influenced the deci-

sion to prescribe a drug.  Should it exist, such evidence is not difficult to obtain. 
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The learned intermediary rule’s causation element is capacious enough to encom-

pass “any number of scenarios,” Pustejovsky, supra, including evidence that a particular 

prescription decision was influenced by extraneous and inadequate DTC information.  If 

and when a plaintiff offers proof that inadequate warnings in DTC advertisements in fact 

affected a prescriber’s decision, the Rule’s causation analysis would function exactly as it 

does with any other information asserted as a producing cause. 

There is absolutely no reason for Texas law to adopt any broad, per se exception 

to the learned intermediary rule for DTC advertising.  The lower court’s unprecedented 

step in removing a large number of cases where physician-patient relationships actually 

exist from the time-tested and salutary protections of the Rule was unnecessary.  DTC 

cases are amenable to the Rule’s existing causation element.  Indeed, the only persons 

who would benefit from a blanket exception for DTC advertising are undeserving persons 

who cannot prove under current law that DTC advertising had any effect at all on their 

prescriptions.  See Norplant III, 215 F. Supp.2d at 827 (lamenting, in Texas multi-district 

litigation, that there was “no evidence that any single Plaintiff saw Norplant advertising 

and was influenced by it”). 

Texas law does not recognize “negligence in the air” as actionable.  Mellon 

Mortgage Co. v. Holder, 5 S.W.3d 654, 656 (Tex. 1999).  The proffered DTC exception 

is both unnecessary and unwise – unnecessary because causation subsumes the excep-

tion’s purported rationale, and unwise because persons whose treatments were unaffected 

by DTC advertising rightfully should not recover.  Whenever (unlike here) a physician’s 

prescription decision was, in fact affected by DTC advertising, that effect can and should 
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be evaluated within the scope of the existing learned intermediary rule under the rubric of 

its well-established and familiar causation element.  There is no basis for exempting any 

DTC case from the scope of the Rule altogether. 

CONCLUSION AND PRAYER 

The learned intermediary rule should apply in product liability cases involving 

prescription medical products.  There is neither a factual basis in this case, nor any juris-

prudential justification in any case, for exempting DTC advertized products from the 

Rule.  PLAC respectfully urges this Court to reverse the court below and mandate the 

application of the learned intermediary rule in any future trial of this case. 
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